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DETAILED ACTION 

1. Applicant's election with traverse of a method of detecting 
the presence of autoantibodies, Claims 39-46, filed 2/08/08, is 
acknowledged. The traversal is on the grounds that the Office 
has not established that there would be a serious burden in 
examining all of the groups together. This is not found 
persuasive because under the rules of MPEP Chapter 1800 search 
burden is not an issue. 

The requirement is still deemed proper and is therefore 
made FINAL. 

Claims 1-38 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b), as being drawn to a nonelected 
inventions. Note, it is unclear what Applicant means by the 
remark that, "Upon entry of the amendment, Claims 1-48 will be 
active, with Claims 1-7, 21-22, 26, 28-29 and 37-38 accorded 
"Withdrawn" status. 

Claims 39-46 are under examination. 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful improvement 
thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 39-46 are rejected under 35 U.S.C. 101 because the 
claimed invention lacks patentable utility. 

Definitions: from REVISED INTERIM UTILITY GUIDELINES TRAINING 
MATERIALS; repeated from http://www.uspto.gov/web/menu/utility 
also available on MPEP 2107 . 01 (I) (B) ) : 

"Credible Utility" - Where an applicant has 
specifically asserted that an invention has a particular 
utility, that assertion cannot simply be dismissed by 
Office personnel as being "wrong". Rather, Office 
personnel must determine if the assertion of utility is 
credible (i.e., whether the assertion of utility is 
believable to a person of ordinary skill in the art based 
on the totality of evidence and reasoning provided) . An 
assertion is credible unless (A) the logic underlying the 
assertion is seriously flawed, or (B) the facts upon which 
the assertion is based is inconsistent with the logic 
underlying the assertion. Credibility as used in this 
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context refers to the reliability of the statement based on 
the logic and facts that are offered by the applicant to 
support the assertion of utility. A credible utility is 
assessed from the standpoint of whether a person of 
ordinary skill in the art would accept that the recited or 
disclosed invention is currently available for such use. 
For example, no perpetual motion machines would be 
considered to be currently available. However, nucleic 
acids could be used as probes, chromosome markers, or 
forensic or diagnostic markers. Therefore, the credibility 
of such an assertion would not be questioned, although such 
a use might fail the specific and substantial tests (see 
below) . 

"Specific Utility" - A utility that is specific to the 
subject matter claimed. This contrasts with a general 
utility that would be applicable to the broad class of the 
invention. For example, a claim to a polynucleotide whose 
use is disclosed simply as a "gene probe" or "chromosome 
marker" would not be considered to be specific in the 
absence of a disclosure of a specific DNA target. 
Similarly, a general statement of diagnostic utility, such 
as diagnosing an unspecified disease, would ordinarily be 
insufficient absent a disclosure of what condition can be 
diagnosed. 

"Substantial utility" - a utility that defines a "real 
world" use. Utilities that require or constitute carrying 
out further research to identify or reasonably confirm a 
"real world" context of use are not substantial utilities. 
For example, both a therapeutic method of treating a known 
or newly discovered disease and an assay method for 
identifying compounds that themselves have a "substantial 
utility" define a "real world" context of use. An assay 
that measures the presence of a material which has a stated 
correlation to a predisposition to the onset of a 
particular disease condition would also define a "real 
world" context of use in identifying potential candidates 
for preventive measures or further monitoring. On the 
other hand, the following are examples of situations that 
require or constitute carrying out further research to 
identify or reasonably confirm a "real world" context of 
use and, therefore, do not define "substantial utilities": 
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A. Basic research such as studying the properties of 
the claimed product itself or the mechanisms in which the 
material is involved. 

B. A method of treating an unspecified disease or 
condition. (Note, this is in contrast to the general rule 
that treatments of specific diseases or conditions meet the 
criteria of 35 U.S.C. § 101.) 

C. A Method of assaying for or identifying a material 
that itself has no "specific and/or substantial utility". 

D. A method of making a material that itself has no 
specific, substantial, and credible utility. 

E. A claim to an intermediate product for use in 
making a final product that has no specific, substantial, 
and credible utility. 

Note that "throw away" utilities do not meet the tests 
for a specific or substantial utility. For example, using 
transgenic mice as snake food is a utility that is neither 
specific (all mice could function as snake food) nor 
substantial (using a mouse costing tens of thousands of 
dollars to produce as snake food is not a "real world" 
context of use) . Similarly, use of any protein as an 
animal food supplement or a shampoo ingredient are "throw 
away" utilities that would not pass muster as specific or 
substantial utilities under 35 U.S.C. § 101. This analysis 
should, or course, be tempered by consideration of the 
context and nature of the invention. For example, it a 
transgenic mouse was generated with the specific provision 
of an enhanced nutrient profile, and disclosed for use as 
an animal food, then the test for specific and substantial 
asserted utility would be considered to be met. 

"Well established utility" - a specific, substantial, 
and credible utility which is well known, immediately 
apparent, or implied by the specification's disclosure of 
the properties of a material, alone or taken with the 
knowledge of one skilled in the art. "Well established 
utility" does not encompass any "throw away" utility that 
one can dream up for an invention or a nonspecific utility 
that would apply to virtually every member of a general 
class of materials, such as proteins or DNA. If this is 
the case, any product or apparatus, including perpetual 
motion machines, would have a "well established utility" as 
landfill, an amusement device, a toy, or a paper weight; 
any carbon containing molecule would have a "well 
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established utility" as a fuel since it can be burned; any 
protein would have well established utility as a protein 
supplement for animal food. This is not the intention of 
the statute. 

The claimed method is not supported by a substantial 
asserted utility because neither the claims nor the 
specification disclose any reason for the detection of 
autoantibodies to the proteins of SEQ ID NOS : 2 or 7-10 (ZnT-8 
and fragments thereof) . 

The court in Kirk (376 F.2d 936, 153 USPQ 48, CCPA 1967, at 
page 53) held: 

"We do not believe that it was the intention of the statutes to require the 
Patent Office, the courts, or the public to play the sort of guessing game 
that might be involved if an applicant could satisfy the requirements of 
the statutes by indicating the usefulness of a claimed compound in terms of 
possible use so general as to be meaningless and then, after his research 
or that of his competitors has definitely ascertained an actual use for the 
compound, adducing evidence intended to show that a particular specific use 
would have been obvious to men skilled in the particular art to which this 
use relates." 

In addition, in Brenner v. Manson, 148 USPQ 689 (1966), the 
court expressed the opinion that all chemical compounds are 
"useful" to the chemical arts when this term is given its 
broadest interpretation. However, the court held that this broad 
interpretation was not the intended definition of "useful" as it 
appears in 35 U.S.C. 101, which requires that an invention must 
have either an immediately apparent or fully disclosed "real 
world" utility (emphasis added). The court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress 
for granting a patent monopoly is the benefit derived by the public from an 
invention with substantial utility... [u] nless and until a process is refined 
and developed to this point-where specific benefit exists in currently 
available form there is insufficient justification for permitting an 
appellant to engross what may prove to be a broad field.. .a patent is not a 
hunting license... [ i ] t is not a reward for the search, but compensation for 
its successful conclusion. 

Finally, the U.S. Court of Appeals for the Federal Circuit 
reaffirmed this finding, that is, the utility requirement in the 
context of a claim to DNA. See In re Fisher, 421 F.3d 1356, 76 
USPQ2d 1225 (Fed. Cir. 2005) . The Fisher court interpreted the 
above-discussed Brenner v. Manson, 383 U.S. 519, 148 USPQ 689 
(1966), as rejecting a "de minimis view of utility." 421 F.3d at 
1370, 76 USPQ2d at 1229. The Fisher court held that 101 requires 
a utility that is both substantial and specific. Id. At 1371, 76 
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USPQ2d at 1229. The court held that disclosing a substantial 
utility means: 

"show[ing] that an invention is useful to the public as disclosed in its 
current form, not that it may be useful at some further date after further 
research . Simply put, to satisfy the 'substantial' utility requirement, an 
asserted use must show that claimed invention has a significant and 
presently available benefit to the public." Id. , 7 6 USPQ2d at 1230. 

The Fisher court held that none of the uses asserted by the 
applicant in that case were either substantial or specific. The 
uses were not substantial because: 

"all of Fisher's asserted uses represent merely hypothetical possibilities, 
objectives which the claimed ESTs, or any EST for that matter , could 
possibly achieve, but none for which they have been used in the real 
world." Id^ At 1373, 76 USPQ2d at 1231. 

In this instance, the specification fails to provide even a 
starting point from which to conduct further research to 
determine whether there would, in fact, be an immediately 
applicable use. 

In other words, the specification discloses nothing about 
the autoantibodies of the claimed method, indeed, the word 
"autoantibody" does not even appear in the instant specification. 
Accordingly, neither the claims nor the specification provide a 
substantial utility for the claimed method because neither the 
claims nor the specification provide any reason for detecting 
said autoantibodies, should they even exist. 

3. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

4. Claims 39-46 are also rejected under 35 U.S.C. § 112, first 
paragraph. Specifically, since the claimed invention is not 
supported by a substantial asserted utility or a well established 
utility for the reasons set forth above, one skilled in the art 
would not know how to use the claimed invention. 

The specification disclosure is insufficient to enable one 
skilled in the art to practice the invention as claimed without 
an undue amount of experimentation. Undue experimentation must 
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be considered in light of factors including: the breadth of the 
claims, the nature of the invention, the state of the prior art, 
the level of one of ordinary skill in the art, the level of 
predictability of the art, the amount of direction provided by 
the inventor, the existence of working examples, and the 
quantity of experimentation needed to make or use the invention, 
see In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 
1988). 

In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 
1970) states, "The amount of guidance or direction needed to 
enable the invention is inversely related to the amount of 
knowledge in the state of the art as well as the predictability 
in the art." "The "amount of guidance or direction" refers to 
that information in the application, as originally filed, that 
teaches exactly how to make or use the invention. The more that 
is known in the prior art about the nature of the invention, how 
to make, and how to use the invention, and the more predictable 
the art is, the less information needs to be explicitly stated 
in the specification. In contrast, if little is known in the 
prior art about the nature of the invention and the art is 
unpredictable, the specification would need more detail as to 
how to make and use the invention in order to be enabling" (MPEP 
2164.03). The MPEP further states that physiological activity 
can be considered inherently unpredictable. With these 
teachings in mind, an enabling disclosure, commensurate in scope 
with the breadth of the claimed invention, is required. 

A review of the instant specification reveals nothing about 
the detection of autoantibodies specific for the proteins of SEQ 
ID NOS:2 and 7-10, nor even if such autoantibodies even exist. 
While it is asserted that the ZnT-8 protein of SEQ ID NO: 2 might 
comprise a marker for the (3 cells of pancreatic islets of 
Langerhans, even this minimal assertion is not confirmed in the 
instant specification. First note that in Example 2 only whole 
pancreas was probed for the expression of ZnT-8 mRNA. Thus, the 
example is silent regarding (3 cell-specific expression. In 
Example 3 only (3 cells were probed for ZnT-8 mRNA expression, 
thus, the example is silent regarding whether or not other cells 
of the pancreas also express the protein. The data of Examples 
4-7 are unrelated to the method of the instant claims. Finally 
note even the data that are provided cannot be interpreted as 
the figures are essentially illegible. 
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Accordingly, the skilled artisan would not know how to use 
the claimed method. 

A set forth in Rasmusson v. SmithKline Beecham Corp., 75 
USPQ2d 1297, 1302 (CAFC 2005), enablement cannot be established 
unless one skilled in the art "would accept without question" an 
Applicant's statements regarding an invention, particularly in 
the absence of evidence regarding the effect of a claimed 
invention. Specifically: 

"As we have explained, we have required a greater measure of proof, and for 
good reason. If mere plausibility were the test for enablement under 
section 112, applicants could obtain patent rights to "inventions" 
consisting of little more than respectable guesses as to the likelihood of 
their success. When one of the guesses later proved true, the "inventor" 
would be rewarded the spoils instead of the party who demonstrated that the 
method actually worked. That scenario is not consistent with the statutory 
requirement that the inventor enable an invention rather than merely 
proposing an unproved hypothesis." 

5. Claims 39-46 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim (s) contains subject matter which was not 
described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor (s), 
at the time the application was filed, had possession of the 
claimed invention. This is a new matter written description 
rejection. 

The specification and the claims as originally filed do not 
provide support for the invention as now claimed, specifically, 
a method of detecting the presence of autoantibodies to a 
protein . 

Applicant cites pages 19-20 in support. 

A review of the cite does not reveal the claimed method. 

6. The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

7. Claims 39-46 are rejected under 35 U.S.C. 112, second 
paragraph, as being incomplete for omitting essential steps, 
such omission amounting to a gap between the steps. See MPEP § 
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2172.01. The omitted steps comprise a reason for the detecting 
the presence of autoantibodies, e.g., for the diagnosis of a 
specific disease. 

8. No claim is allowed. 

9. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. 
Gerald Ewoldt whose telephone number is (571) 272-0843. The 
examiner can normally be reached Monday through Thursday from 
7:30 am to 5:30 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Eileen 
O'Hara, Ph.D. can be reached on (571) 272-0878. 

10. Please Note: Information regarding the status of an 
application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications 
is available through Private PAIR only. For more information 
about the PAIR system, see <http : //pair-direct . uspto . gov> . 
Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197. 



/G.R. Ewoldt/ 
G.R. Ewoldt, Ph.D. 
Primary Examiner 
Technology Center 1600 



